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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.1 14, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed "on May 17, 
2006 has been entered. 

Status of Claims 

Claims 1, 3-15, 29-49 are pending and are examined. 
Claims 2, 20 and 27 are cancelled. 
Claims 16-19, 21-26 and 28 are withdrawn. 
Claim 29, 33 and 34 are allowed. ' 
Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 30, 32, 35, 36-39-42, 44-48 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for AC 7700 ((Z)-N-[2-methoxy- 
5[2(3,4,5-trimethoxyphenyl)vinyl]phenyl]-L-serinamide combine with dexamethasone to 
treat a representation of tumors does not reasonably provide enablement for a wide 
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representation of tubulin polymerization-inhibitory active substances with 

dexamethasone. The specification does not enable any person skilled in the art to 

which it pertains, or with which it is most nearly connected, to make and use the 

invention commensurate in scope with these claims. Factors to be considered in 

determining whether a disclosure would require undue experimentation have been 

summarized in Ex parte Forman . 230 USPQ 546 (BPAI 1986) and reiterated by the 

Court of Appeals in In re Wands . 8 USPQ2nd 1400 at 1404 (CAFC 1988). The factors 

to be considered in determining whether undue experimentation is required include: (1) 

the quantity of experimentation necessary, (2) the amount or direction presented, (3) the 

presence or absence of working examples, (4) the nature of the invention, (5) the state 

of the prior art, (6) the relative skill of those in the art, (7) the predictability or 

unpredictability of the art, and (8) the breadth of the claims. 

The Board also stated that although the level of skill in molecular biology is high, 
the results of experiments in genetic engineering are unpredictable. While all of these 
factors are considered, a sufficient amount for a prima facie case are discussed below. 

In the instant case, applicants are claiming a method of treatment of tumors 
comprising the administration of an effective amount of one or more tubulin 
polymerization -inhibitory active substance having anti-tumor activity combined with 
dexamethasone. (see claim 30) 
Nature of the invention . 

The nature of the invention is method of treatment of tumors comprising 
the administration of an effective amount of one or more tubulin polymerization - 
inhibitory active substance having anti-tumor activity combined with dexamethasone. 
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(see claim 30). As stated, however, claim 30 recite that any of one or more tubulin 
polymerization -inhibitory active substance having anti-tumor activity combined with 
dexamethasone is/are intended. 

Amount of direction and guidance provided bv the inventor . 

The amount of direction or guidance present is found on pages 22-27, however, 
no example is shown how more than one tubulin polymerization -inhibitory active 
substance having anti-tumor activity combined with dexamethasone was carried out. 
Existence of working examples . 

As discussed above, Applicant's limited working example does not enable one of 
skill in the art to use more than one tubulin polymerization -inhibitory active substance 
having anti-tumor activity combined with dexamethasone for the treatment of tumors as 
encompassed by the instant invention. 
Breadth of claims . 

Claim 30 is extremely broad due to the vast number of possible compounds of 
tubulin polymerization -inhibitory active substance having anti-tumor activity combined 
with dexamethasone encompassed by the instant invention. 

II. Claims 30, 32, 35, 36-39-42, 44-48 are rejected under 35 U.S.C. 112, first 
paragraph, because the specification, while being enabling for AC 7700 ((Z)-N-[2- 
methoxy-5[2(3,4,5-trimethoxyphenyl)vinyl]phenyl]-L-serinamide combine with 
dexamethasone for the treatment of malignant fibrous histiocytoma does not reasonably 
provide enablement for a wide representation of treatment of a large/wide 
representation of tumors with one or more tubulin polymerization-inhibitory active 
substances with dexamethasone. The specification does not enable any person skilled 
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in the art to which it pertains, or with which it is most nearly connected, to make and use 

the invention commensurate in scope with these claims. Factors to be considered in 

determining whether a disclosure would require undue experimentation have been 

summarized in Ex parte Forman , 230 USPQ 546 (BPAI 1986) and reiterated by the 

Court of Appeals in In re Wands f 8 USPQ2nd 1400 at 1404 (CAFC 1988). The factors 

to be considered in determining whether undue experimentation is required include: (1) 

the quantity of experimentation necessary, (2) the amount or direction presented, (3) the 

presence or absence of working examples, (4) the nature of the invention, (5) the state 

of the prior art, (6) the relative skill of those in the art, (7) the predictability or 

unpredictability of the art, and (8) the breadth of the claims. 

The Board also stated that although the level of skill in molecular biology is high, 
the results of experiments in genetic engineering are unpredictable. While all of these 
factors are considered, a sufficient amount for a prima facie case are discussed below. 

In the instant case, applicants are claiming a method of treatment of tumors 
comprising the administration of an effective amount of one or more tubulin 
polymerization -inhibitory active substance having anti-tumor activity combined with 
dexamethasone. (see claim 30) 
Nature of the invention . 

The nature of the invention is method of treatment of tumors comprising 
the administration of an effective amount of one or more tubulin polymerization - 
inhibitory active substance having anti-tumor activity combined with dexamethasone. 
(see claim 30). As stated, however, claims 30 and 39 recite that any of one or more 
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tubulin polymerization -inhibitory active substance having anti-tumor activity combined 
with dexamethasone for the treatment of any variation of tumor is/are intended. 

Amount of direction and guidance provided by the inventor . 

The amount of direction or guidance present is found on pages 22-27, however, 
no example is shown how more than one tubulin polymerization -inhibitory active 
substance having anti-tumor activity combined with dexamethasone on a representative 
variation of tumor was carried out. 
Existence of working examples . 

As discussed above, Applicant's limited working example does not enable one of 
skill in the art to use more than one tubulin polymerization -inhibitory active substance 
having anti-tumor activity combined with dexamethasone for the treatment of tumors as 
encompassed by the instant invention. 
Breadth of claims . 

Claims 30 and 39 are extremely broad due to the vast number of possible 
compounds of tubulin polymerization -inhibitory active substance having anti-tumor 
activity combined with dexamethasone to treat a wide variation of tumors encompassed 
by the instant invention. 

III. Claims 30-32, 35-49 are rejected under 35 U.S.C. 1 12, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. This is a written description rejection. 
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A lack of adequate written description issue arises if the knowledge and level of 
skill in the art would not permit one skilled in the art to immediately envisage the product 
claimed from the disclosed process. See, e.g., Fujikawa v. Wattanasin, 93 F.3d 1559, 
1571, 39 USPQ2d 1895, 19.05 (Fed. Cir. 1996) (a "laundry list" disclosure of every 
possible moiety does not constitute a written description of every species in a genus 
because it would not "reasonably lead" those skilled in the art to any particular species); 
In re Ruschig, 379 F.2d 990, 995, 154 USPQ 118, 123 (CCPA 1967). 

An applicant may also show that an invention is complete by disclosure of 
sufficiently detailed, relevant identifying characteristics which provide evidence that 
applicant was in possession of the claimed invention, i.e., complete or partial structure, 
other physical and/or chemical properties, functional characteristics when coupled with 
a known or disclosed correlation between function and structure, or some combination 
of such characteristics. 

The written description requirement for a claimed genus may be satisfied through 
sufficient description of a representative number of species by actual reduction to 
practice, reduction to drawings, or by disclosure of relevant, identifying characteristics, 
i.e., structure or other physical and/or chemical properties, by functional characteristics 
coupled with a known or disclosed correlation between function and structure, or by a 
combination of such identifying characteristics, sufficient to show the applicant was in 
possession of the claimed genus. See Eli Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406. 

A "representative number of species" one or more tubulin polymerization- 
inhibitory active substance, an ester of dexamethasone (as in claims 30, 32, 39 and 44) 
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or derivatives of combretastatines, vinca alkaloids, dolastatins etc (as in claims 31 , 43 
and 49) means that the species which are adequately described are representative of 
the entire genus. Thus, when there is substantial variation within the genus, one must 
describe a sufficient variety of species to reflect the variation within the genus. The 
disclosure of only one species encompassed within a genus adequately describes a 
claim directed to that genus only if the disclosure "indicates that the patentee has 
invented species sufficient to constitute the gen[us]." 

In other words, the Applicant has not described with sufficient clarity a what these 
derivatives of the various compounds discussed above contemplated. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

I. Claims 1, 3-4, 6-8,10, 12-15 remain rejected under 35 U.S.C. 103(a) as being 
unpatentable over Petit US 5,561,122 or Cushman et al. J. Med. Chem in view of Fex 
et al. US 3,732,260. 

The rejection in the office action mailed 12/21/05 remain rejected as stated in the 
office action of record. 

II. Claims 1 , 3-15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hori et al. Med. Sci Monit in view of Fex et al. US 3,732,260. 

Hori et al. teach AC 7700 ((Z)-N-[2-methoxy-5[2(3,4,5- 
trimethoxyphenyl)vinyl]phenyl]-L-serinamide) (see abstract) as an anti -cancer agent 
with anti-cancer activity as in claim 1 in part and 1 1 wherein the unit dosage of the AC 
7700 is 10 mg/kg in a unit dosage (see page 28 highlighted) as in claim 14. 10 mg/kg is 
within the claim limitation for example if weight of the patient is 50 then the unit dose is 
500 mg. 

Fex et al. teach administration of steroidal compounds with other 
pharmaceutical^ active agents (see col. 4 lines 33+) as in claim 1 , wherein the unit 
dose of the steroid is 10-100 mg (see col. lines 33-61 ). Also Fex teaches that the 
compounds (steroids) can be used with treatment with anti-cancer agent thus including 
any anti-cancer agent thereof (see col. 2 lines 1 5+). 
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Although the Hori et al. did not teach using an adjuvant therapy, one skilled in the 
art would have being motivated to combine the teachings of Hori et al. with that of Fex 
et al. to result in the claim invention of the instant subject matter. 

Claim 29 is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shirley V. Gembeh whose telephone number is 571- 
272-8504. The examiner can normally be reached on 8:30 -5:00, Monday- Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




SVG 
8/15/06 



ARDIN H. MARSCHEL 
SUPERVISORY PATENT EXAMINER 



